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Comparison	  of	  Subject	  Device	  to	  Predicate	  Device	  

Attribute	   InsufflatOR	  Needle	   GeniCon	  Pneumo-‐Needle	  

510(k)	  number	   K142700	   K993625	  

Regulation	  Number	   884.1730	   884.1730	  

Classification	   Class	  II	   Class	  II	  

Classification	  Name	   Insufflator,	  Laparoscopic	   Insufflator,	  Laparoscopic	  

Product	  Code	  and	  
Classification	  Panel	  

HIF	  
Obstetrics/Gynecology	  Panel	  

HIF	  
Obstetrics/Gynecology	  Panel	  

Manufacturer	   Advanced	  Medical	  Design	  International	  LLC	  (see	  Establishment	  
Registration	  Details	  in	  Attachment	  5)	   Same	  

Description	   The	  Gynetech	  InsufflatOR	  Needle	  is	  a	  sterile	  and	  single	  use	  
product.	  	  It	  incorporates	  a	  spring	  loaded	  blunt	  style	  mechanism.	  	  
It	  is	  used	  to	  establish	  pneumoperitoneum	  prior	  to	  trocar	  and	  
cannula	  insertion	  during	  laparoscopic	  procedures.	  	  The	  
InsufflatOR	  Needle	  is	  available	  in	  120mm	  and	  150mm	  lengths	  
and	  has	  applications	  in	  gynaecological	  laparoscopy	  and	  other	  
laparoscopic	  procedures.	  

The	  GeniCon	  Pneumo-‐Needle	  is	  a	  sterile	  disposable	  
Veress	  needle	  which	  is	  available	  in	  120mm	  or	  
150mm	  length.	  	  The	  device	  is	  equipped	  with	  a	  spring-‐
loaded,	  round-‐tipped	  obturator.	  	  In	  addition,	  there	  is	  
a	  “slide	  switch”	  which	  permits	  easy	  ON-‐OFF	  control	  
of	  gas	  flow.	  	  The	  most	  proximal	  end	  contains	  a	  male	  
luer	  lock	  connector	  for	  connection	  to	  a	  CO2	  gas	  line.	  

Indications	  for	  Use	   The	  InsuffaltOR	  Needle™	  is	  intended	  for	  percutaneous	  insertion	  
into	  the	  peritoneal	  cavity	  for	  the	  purpose	  of	  insufflation	  with	  
carbon	  dioxide,	  to	  establish	  pneumoperitoneum	  prior	  to	  the	  
placement	  of	  trocars	  during	  laparoscopic	  procedures.	  

Same	  

Anatomical	  sites	   Abdominal	   Same	  

Consisted	  Instruments	   Veress	  Needle	  
Obturator	  

Same	  

Materials	  	   Hub	  	  -‐	  	  Model	  grade	  PC	  
Gas	  Trap	  –	  High	  density	  Polyethylene	  (HDPE)	  

Same	  
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Comparison	  of	  Subject	  Device	  to	  Predicate	  Device	  

Attribute	   InsufflatOR	  Needle	   GeniCon	  Pneumo-‐Needle	  
Shaft	  -‐	  Stainless	  Steel	  304	  (Inner	  shaft	  1.6*135	  /	  Outer	  shaft	  

2.1*131)	  
Spring	  	  -‐	  Stainless	  steel	  and	  ABS	  pink	  

Dimensions	   Length:	  	  120mm	  or	  150mm	   Same	  
Performance	  Standards	   Not	  Applicable	   Not	  Applicable	  
Sterilization	  method	   Ethylene	  Oxide	   Gamma	  radiation	  

Packaging	   Tyvek	  pouch	   Same	  

	  
Performance	  Data	  

The	  contract	  manufacturer,	  Advanced	  Medical	  Design	  International,	  LLC,	  manufactures	  the	  InsufflatOR	  Needle	  to	  the	  same	  exact	  specifications	  as	  
the	  predicate	  device	  by	  GeniCon.	  	  This	  includes	  specifications	  for:	  
• Tip	  pull	  test	  
• Switch	  operation	  test	  
• Spring	  obturator	  test	  
• Needle	  puncture	  force	  test	  
To	  evaluate	  the	  change	  in	  sterilization	  method,	  the	  following	  tests	  were	  conducted	  on	  the	  InsufflatOR	  Needle:	  	  	  
• EtO	  Sterilization	  Validation	  in	  accordance	  with	  ISO	  11135-‐1:2007	  Sterilisation	  of	  Healthcare	  Products	  –	  Ethylene	  Oxide	  
• Ethylene	  Oxide	  Sterilisation	  Residuals,	  ISO	  10993-‐7:2008	  Biological	  Evaluation	  of	  Medical	  Devices	  
• Packaging	  integrity	  and	  device	  functional	  performance	  testing	  following	  accelerated	  aging.	  

Conclusion:	  

All	  testing	  undertaken	  to	  demonstrate	  substantial	  equivalence	  of	  the	  Gynetech	  InsufflatOR	  Needle	  meets	  the	  requirements	  of	  its	  predetermined	  
acceptance	  criteria	  and	  intended	  use.	  	  The	  acceptance	  criteria	  and	  intended	  use	  of	  the	  Gynetech	  InsufflatOR	  Needle	  are	  identical	  to	  the	  
predicate	  device.	  	  These	  test	  results	  confirm	  that	  the	  Gynetech	  InsufflatOR	  Needle	  is	  as	  safe	  and	  effective	  as	  the	  predicate	  device.	  
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